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Vlrucldal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces 

PURPOSE 
The pur_p,ose ·of this study Js lo evaluate the vJf4cldal e(fi.cacy of a: l~sl_subs_lc1hc~ for reg,lslraUon of a product as ·a 
vln,1c.lcJ~. The test prog!!dure ts IO'Slmulate the.way In which the prc,du.ct l,s .l.nlE!l)d_ed.tg !)e·ose.~. Thi~ me!hod Is In· 
cornpllanc.e yiilJf the ,reqi.Jlr~ttierits or~nd m<1Y be submllled to, one or mqre· of the loltowfng i!gencIe·s a~ hjcll~~t\l~ by 
the Sporison U.S. 'Ei:i~'ironmehlal Protection Agency '(EPA), He,11lh ·,Canada and Australian Tberapeulic G.cio.ds. 
Administration (TGA). 

TEST SUBSTANCE CHARAC·TERIZATION 
According lo 40 CF.R; Part 160, S\l_bp~rtF £1!i9,10~) test S\Jbs.tance characterlzaUon as to ldenllly, slrenglh, purity, 
s~lubllll{i!IJd com~o~ltlc,n, as appllc.able, shall lie ~ocumeritlld_ b,e(?i:e 11~;1.1.~e Jn \hl_9 study. The ~tal?lllly of the tesl 
s.ubstal\c~ shall be detern:ilne~ prior lo or conourr!!nlly wflh thls .s.Mfy .. Per:tJnentJnforma,1,on, wh1c.h ml!Y af(eQ.l the· 
outcome of IH!s ,study, sh'al! b_e ~9mll)U._nJcate.~ h:l w1lllng to the Study Director upon sampl~ s.ub.rjtl~sJoo lo Acc.ui~t~s 
~ab services. Accuratus Lab s.erv)ce.s WIil appe'nd Spqrwor-p,rovl~ed Gertlficates or Analysis (C or A)'to ·this study 
report, If teqt,!est11d and supplied. •.Character!zallon·alid 11t~blllty stu~les ri_ol perrgrmed foll9wlng GLP regulations 
will be noted hi lhe' Go9d Ll!bcirat~ry Practice.compliance statement 

SCHEDULING AND OJSCLAIMER bi= WARRANTY 
Exp~rlmenll!I sta~~etes are generally-scheduled on a, llrsi-come/first-serve bas ls once Accuratus Lab Services receives 
llje Spe>nsor .l!PP.(~li~q/c;9_riipUited p_rptqccil, sl!!ned fee schedule.and ¢orrespO)ldl11g lij~t su~_stabc(l(l!), 13.a.~e.\l on e,11 
required materlal11 being recelve'cl .at_ lhls U,ne, th,,e 9ropose_d, experimental start .dale !s September 24; 201,8; V~rbal 
tes~(ls may be given upon oomphillon:Pflhe stu.dy~lh l!Wn\t!!n.report to f~l!.owon lhe proposed compleUon date of 
Oqlbb!lr?2, 2018. To expedite scheduilng,:please·be sure all required p,aperwo~ ~nd-tel)I subst~nc(l.documenlallon 
•Is:complete/.apcu.rate upliii <1rrlval at Ai:5:uralus Lab Services. . 

Ir.a tC;Jst mµst be repeated,.or.a portion .of II, beca·use. ;~f f,1!1ure by/i.ccota,tus Lab Services lo adhere to specified 
procedure~; It will ~e rep!laled free o,f charge. If a test must be. repea\!!d,.oi' a portion.pf 11, .. due·to fallure of Internal 
.conlrqls, ·lt'wlll l;>e repeaied. free of ,c;~arge .. ''Methods Development• fees shall be ass.es~~~; however, If the test 
-substance and/or test:sysIem rl!qulre rnb!fJfii:;.il!o·n~ due to complexity and difficulty of testing. 

If the Sponsor requests a repeat test, they will be charged for an addition al test. 

Nellher the name of Accuratus Lab Services nor any ofils employees are to be used In advertising or other promotion 
without written consent from Accuratus Lab Services. 

The Sponso~ Is respon~lble for ~ny.l'eJecUon o_f the final report by the reg'ulatotyca'gericy pf tis sulirnJs·.sron 'con~ernlng 
report'format, paglnallon·, etc. To· prevent reJecUon; Spon~9r should carefully review the 'Accuralus· Lab s·ervlces · 
final rf!port !ind. notify A~uratus Lab Services of ·any perc;~l.itiid -~~~c(encle.s. hi. lhese are11:s be.fore sul;>mlsslon ofilill 
report to l~e regulat9ry-agency, Acc.uratus lab Services .wlll make. i'easima,lile clienges d!!'ern!!~ heqess!lrY by the 
Sponsor, .wJ[tiout 'alU,rl~g tlie techn\c.l!I da)a. 

JUSTIFICATION FOR SELECTibN OF THE TEST SYSTEM 
RegulalofY agencies require that a specific vfrucldal claim fcir a disinfectant Intended for use on hard surfaces be 
s'upported by approprlalii ~.b,lentlflc data demorts(fi!ilng the etncacy oi the test .subsiance agalnsUhe !,l~lii)ed VIN$, 
E~ch agency wlll accept adequate data g~nei<!iiid by -~ny apprc,prfate .technique 'fn support of a vlrucldal efficacy 
~!~h.n. T~hH,s·.a09on,pllshed by trealln!J lhe. targeL!,!lrus Wilh lhe dj,slii.!ecll!n!Jt~~t su.~sJa.nce) un~er conditions, 
which slm1,1lal~ I/·~ ,c10.,.e1y as p9s~Jble, In the ·1aboralory; the actual cqndll10111; ·iJ~det \~l)l9fr l/ll3 ·ahilnfe_cll!nt .Is· 
deslg_ned to .be used. For d,lslnf~ctahl pr(fd_uc\~ Intended for use: on hard surfaces ,(dry,_ lr:ianlmate en)l!ronme.nt,al 
sur(aces), a carrier mettwd. I~ use<l In the ·g,in,erallon:9.f th¢ supporting. vlrplogloal ·dala; The Hep-2 cell line, which 
aupp9r:ts the growth or the· Respiratory synoytl~I virus, wlil be used: Iii jhls.i!tli~y·: Tlie ·experlm!'lnlal design In this 
proIoc·o1 me.els (h~se· reqqireniii'nts. 
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TEST PRINCIPLE 
A mm of-virus, dried on a glass surface, Is exposed to the test substance for a specified exposure time. At the end 
ofthe exposure time, the vlrucl~al and cytotoxic activities are removed from the virus-test substance mixture, and 
the mixture Is assayed for vlral lnfectlvlty by an accepted assay method. Appropriate virus, test substance 
cytotoxlclty, and neutrallzatlon controls are run concurrently, 

STUDY DESIGN 
Drliid virus films ·w111 be prepared In parallel and used as follows: 

The appropriate number of films for each batch of test substance assayed per exposure time requested. 

The appropriate number of films for virus control titration (titer of virus after drying) per exposure time requested. 

The Inoculated carriers are exposed to the test substance _for the Sponsor specified exposure time. At the end of 
the speclfje,d exp_i>~ure time, resuspended v)rus-test substance mixtures_ wlll be detcixl!led and made. n·oh;~!~clclel 
by Immediately adding the contents to a S_ephadex·gel fillrallo!l column·fQllowed ~y 10-fold serial dilutions In te~t 
medium, Ea.ch dllullon Is Inoculated Into lndlc,ator.cell cuJtl!re~. -Th~ r1a~iJ~p·11pde~ vl(us con,Jrql O_lm and each batc_h 
oftest substance alone will be treated In exactly the same n1ann11~. For''anillysjs of lr_1(e.~O)llty, oult_ures wlll be helc! 
for the _appr~pi1ate Incubation period at the end of which -time cultures. will be scored f<ir the preserice .or. (he·lesf 
virus. Cultures wlll be monitored at that time for cell viability. Uninfected Indicator cell cultures will be carried In 
parallel end similarly monitored. ·F.or an·a"iysls of cy!9tci1dcilty, !he vlabllliy ~r <;1.ullure~ lnoc_ulated Wllh tlJIUtlons of each 
le~! and cytotcixlcl_ly-¢ontrol will be determined. In addition lo·•uici alipve liti'allons for frifec\lvily and oyioJo~lglty, the 
resldu'.al vlrucl~al a_clMty of lhe test su.bslan~e afler neutralization will be determined by adding a low titer of stock 
virus to each dilution of the test substance (cytotoxiclty control dilutions). The resulting m_lxtures of dilutions are 
assayed for lnfectlvlty In order to determine the dllutlon(s) of test substance at which vlrucldal activity, if any, Is 
retained. 

VIRUS 
Tiiei::ong strain of Respiratory syncytial virus (RSV) to :b·e 1,is!ld for lh,ls study w_as qb_talned from the American Type 
Culture Collection, Ma·ha~sas, VA (ATCC VR-26). Stock virus is prepared by coileclll)g lh~-supernatanl-cultureJluld 
from 75-100% Infected culture cells. The cells are disrupted and cell debris removed by cer'l!rlr11g'atlon, Tlie 
supernatant Is removed, allquote'd; and the high titer stock virus may be stored at :S -70"C until the day of use. 
Alteroate methods of viral propagation may be utilized b_ased on the_ growth requirements of the virus. The 
prop~_gati_~n meuio_d WI!! ·be ~peolfie~ In th,~ ~aw data and In the repel! .. on the d;iy_ cl usi;" \he ~j:,jiroprlate ru.imbtfr 
of aliquots .are removed, l~~',1/e~, c,omblrieg (If ;1ppllc~ble) a·nc! m-aln_talned at e refrigerated temperalure until used 
In the assay, Note: If the·Spohscir requests an o·rganlc i;ql l lpa~_:i;h·al!enge, fetal ~qvlne_ serum (FBS) or the 
-rl)qU~_s!ed cirgan.lc· 11011 wlll'be-lncorporated Into. the stock virus aliquot, The stock virus aliquot will be a·djusted to 
yield lhe perc:ent org.inlc i;qll lo.id requ_l)~leq. 

JNDICAtOR.GELL CULTURES 
Cultures ·of Hep-2 "(human fa_rynx carcinoma) cells were originally obtained from lhe American Type Culture Collecllc;>n, 
Mari"as~as,VA (Atc·c C.9L~?3), The cells are propagated by Accuratus Lab Services personnel. The cells are seeded 
into multlwell cell culture plates and maintained al 36-38°C In a humidified atmosphere of 6-7% CO2, The contluency 
of the cells will be appropriate for the test virus. Hep-2 cells obtained from an alternate, reputable source may be used. 
The source of the cells will be specified In the final report. 

Alf cell culture documentation Is retained for the cell cultures used In this assay with respect to source, passage number, 
growth characteristics, seeding densities and the general condition of the cells. 
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TEST MEDIUM 
The test medium use.if ror this assay Js Minimum Esse"i1tlal M~dluin "(fy1~fyl)_~up~femonted·wiih 6°1 0o/o (vlv)" ~e;il 
lri.f!ctl,V:iiled ~~_(al bovine serum. Thi! n.1.elllurp may 0Js9 ~e supplemerited Wilh o_ne or (li9re ~f the foll9wi11g: 1 O µg/ml 
gentamlcln, 10.0.. unlts/m_L 13enl_cll1Jn, 2:6 ~mLamplfoteiloln B, 1.p;2,o m~ kglulamln1:;1 and 0,5-; ~-µgl(ii,L tryps!n,_: Th_e 
·composition of the testrne_dlur:n m~y be allered based on the virus andlor-cells, The c;"QmposlUon of the medium will be 
sp~clITe~ In .the raw data and In the report 

PREPARATION OF TEST-SUBSTANCE 
The·dllullon of test sub$lal)ce_(s)_ wUI_ !:le_ u_se,~ as recommended by the Sponsor. The product will be pre-equilibrated 
to.the ~eslrl!d test temperature.If appllcal/le. 

PREPARATION OF VIRUS FILMS 
FIims or virus wlll be prepa"red by !lP.r~iiftllng 200 µ~ -of virus lnocuium .unlform,ly <W!lr..tlie bpttom ·of ihe appropilate 
',number 6f 10.0 X j5· mm sterile ghiss·pefrl <;11$hes (Wllh_ol!I touching the slde9offh~ 1i"~tri tllsf:i),. The vlrU/i wll! ba alr
•dried-.ai fo•C,30°O Urilll vlslbly.i.lry·(~O minutes). A cali~ri!let/ ·umer"WIII !!e used for timing the drying. Th:e dryfng 
1,ondlUons '(leinperaturE!:and ~.iiri'!ldlly) will_ be appropriate for the't_E!!!I vlr.mi"for,-the pprpose 6f·obtalning "1axlfriuin 
sµ_nilval followlng drying. The· actiial dryl_ng conditions, dryl11g time and ,callbr~ted. tl(ner used WIii be· clearly 
documented. 

One dried virus film per batch of test substance will be assayed unless otherwise requested. 

TEST METHOD 

Preparation of Sophatiex Glill .F!lttatlon _Oo/ur)'lns . 
To rE!duce lh!l cytotoxic level of the vlrus.-test iiUb~\anc!:I mixture prior t_o ~uay .. ot vlrlis,. and/9i',!<freduce the vlrucldat 
level of"(h~ t~_~t substani;_e; vl_rus Is sepatated from. \he:tes\ i;ub.sbi?r;e by lillratlon through Sep~a~e)I gef. _T~e tY,pe ~r
Sephadex used wlll .be. sp~¢.10ed In the final rop·ort, On lh_~ :d~y" of tjf~llrig, ~ephadex. columns ai'e ·prep.a(ed 9y 
-~~n_trif',lghJg lhe prepa_re·d-sepljad_el(g·~r In sterlle-syrtnges for th[ee tnlnu'!e~ to clear tl)eVold v9lu(l1e. The columns are 
iiovtreadY:!o ~~ used In the assay, 

Input Virus .Cootrpl_ . 
On the day of lasting, the stock virus utilized In the assay wlll be tltered by 10-fotd serial dilution and assayed for 
lnfecUvlly to "d!llermlne the starting titer of the virus, The results or this control are for Informational purposes only. 

treatment of Virus FIims with the Test Substance 
For E!.a.~h b_atch ofiest autis1~·rice a·s.~ay~;d, lhe appro~~ate number or.dried virus ·n_1n,-s i;i_r~ lndlvlduall~ exposed (o a 2:0 
ml 11llq1,!ol •of ttie use dllullon of -11:le le.st s~bsl~rice (hq1.1ld pr.od_ucts), or to the amouri.1 of .spr!IY r~leased, under use 
cQn~lllons (spf.;3y produ9_t~) and held covere~ for the jlpeolQed e~posyre tlme(11) and temperatunt 'A callbi'!!ted .timer 
wlll be used"for'-Umlng'the ~xp9~ure, The actual tempetature. Will. !i.e re~orded •. Jo~t prior to the end·of.lf1tfe°xposu;e_ 
time,, the P.la_tenre. lnahtldually. sc't!lped WI!~ a~ cell scraper to resusjierid tli\: ~6ril~n1~:ar1d_ at .'!i~ end :or the exposure 
Jlrn:e· Iii~ )11"!-ls'te~t substance m\xtures ar.e .1.mm:e.dlal!:!IY. p;issed Wough. lndMdual S~ph\ldex. 9olumns uJlfli:1119 the 
_syringe pl4nger.lil Jird,er Ii? detoxlry.the mixture. The fillr,ite·(H):1 dllUUqn) ls then lllered by ~etlal dll4llori ~Ii~ a"l!J!IY~d 
for lnfeclivlty anll.tor cy:t6toxlc1w. ro fur:lh!!.r aid In-Iha .remoill(lg of t~:e ¢yto.1Qxlc_ effects of Jhe lest substance to the· 
lnd)qatorcell_9ullures, Individual dilutions may be P!!Ssed_throu_gh addlllonrl11iidlv1duet Seph~ctex !)olumns. 

Ti-eatmifr1t·of Dried Virus Control FIim 
The appropriate numb~·r <if v@s filni~ a~ prepared as descrlbeil prii\'.IO\Jsly-fgr_~.a~h e1<posure'Ume assayed. The ylrus 
coolr!>I film~ a~e run In paraffef 10· the test vli!,ls bµt a 2,9 ml aliquot of lest riied(uni (s !!dded In IJeli of the test substance. 
°The vlru~ ¢on,rol ·mms are held covered and e)ipcisecf "16".!he· 1¢11! medium tor the. same-~xjl'o"sure tln{e 11n.d at lhe ~!lrne 
e11posure telpperi!luie !'~·the test films are exposed to lh.e lest-subslah,ce. A.~alibrated timer will be:usedf<;i,r lltnlhg tthi 

.eiiposu~ a·nd lhe actual te111per11t~,re will be· recorded. Just P,rlor-lo tt,e··~n~ of II)~ El~P:os1,1re time, the virus films'ere 
lndlyldually-l!pra~_ed as. previously desctlb_ed _and at lt)e .~n.d ?f-lhe exposure time tl)e inft.!ures "!1/e. lmrned.lately passed 
through ln~i\'.1d~al_ SeP.hadex columns Utlllzlng Iii.a $Yf!nge .~lunger, The flllrate (10·1 dllutlon} lsJhe.n Mtere~ by serl~_I 
dllullon and assaye.~ fo( lnfepllvl_ly, If addltlonal·Sephadex co.lumn~ W!!re-used ~o further reduce-.the.cytbtQX.lc erte.c_t, In 
the·!est substance assay, lhe ~;ime. ~llul_l!)flS or the virus control will be· passe_d thro~gh.addiUonal ln~lvldual Sephad!!x 
columns. . . 
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A 2.0 ml aliquot of each batch of test substance (liquid produ_ctl>) or the amount of the test substance recovered 
Y>'.liei'i spray~d onto a steril_e pc;ilrJ dish (sP,r11y prqduct~), Is flitered through a i:1ephi;idex col_umn.ullllzll)g'tlie syringe 
plunger .in.ti the filtrate Is •dllt.ile~ serially ·Jn IT]e'dium ·and Inoculated. In.to cell cullures· .for as.say ·of cytoto)!(clly 
concurrently with the virus ·conlrol and test ·slibstance~tree.\~cl Viru:s 'sampl!!S, F9r spray pr9cJucts; th·i? cytotpxl~lly 
control will be held covered for the longest requested exposure time· al the :reque.sted ~xpo·sure (~rni'>.!lratutc;i. A 
calibrated tlmerwlll be used for timing the exposure. If additional Sephadex columns were used to further reduce the 
cytotoxic effects In the test substance assay, the same dilutions of the cytotoxlclty control will be passed through 
addlllonal Individual Sephadex columns. 

Assay of Non-Vlrucldal Level of Test S!J_bstance (Neutralization Control) 
Each dilution of the neutralized lest s·1,1b~lance (cytotoxtclty ~gnfrcil dilutions) wlli be challenged with an aliquot of low 
titer stock virus to determine the dllutlon(s) of test substance at which vlrucldal activity, If any, ls retained. DIiutions that 
show vlrucldal activity wlll not be considered In determining reducllon of the virus by the test substance. 

Using the cytotoxlolty control dilutions prepared above, an additional set of Indicator cell cultures wlll be Inoculated 
with a 100 µL allquot of each dilution In quadruplicate. A 100 µL allquot of low titer stock virus will be Inoculated 
Into each cell culture well and the Indicator cell cultures will be Incubated along with the test and virus control plates. 

lnfectivlty Assays 
The Hep-2 cell line, which exhibits cytopathlc effect (CPE) In the presence of Respiratory syncytial virus, will be 
used as the Indicator cell line In the lnfecUvlly assays. Cells In multfwell culture glshes will be Inoculated In 
quadruplicate with 100 µL,9f·lh!;i .9llutlons prepared from test and cqntrol grouP.s, The lnp_ut virus control will be 
Inoculated in duplicate. Unldfe·cted· Indicator cell cultures (cell cohtrqls) wl)I bfln11cu)ate.d .with test medium alone. 
The cultures are Incubated at 36-38°C In a humidified atmosphere pf 6-7% c·o2 lil ~terll¢_ dlsjJO:sa.ble cell culture 
labware for approximately ten days. Perlodlcally throughout the Incubation time the cultures wfll be mlcroscoplcally 
observed for the absence or presence of CPE, cytotoxiclty and for vlabillty, The observations wlll be recorded on 
the raw data worksheets; only the results from the final observations wlii be reported. 

DATA ANALYSIS 

Calculation of Titers 
Viral and cytotoxlclly tilers will be expressed as -10910 of the 50 ·percent titration endpoint for lnfectlvlty (TCID150) or 
cytotoxiclty (TC050), respectively, as calculated by the method·of$pearman Karber. 

- Log of I st dilution inoculeted - [ ( (Smn.or %morlnll~l~lil ~ct, .dlhili~n )-0,5) >< (logarithm of dilution)] 

Calculation of Log Reduction 
Dried Virus Control Log10 TCIDl50 - Test Substance Log,o TCIDoo = Log Reduction 

If multiple dried virus control replicates are p.enprm~d, the average titer of the replicates will be calculated and the 
average titer wlll be used to calculate the log reduction In viral titer of the Individual test replicates. 
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ACClJRATUS 
-LAB SERVICES
THE ANTIMICROBIAL AUTltORITY 

PRbCEDURE'fOR IDENTIFICATION OF.THE TEST SVSTEM . . 
The·$peclalll'!ed ylrucldal le~\lng ·s~c.ll011 QI ~ccuraiu.•~ [ab Services malnlalns Slanciard qperatlng l>ro~eaures 
(SOPs).relallve •I(! vJrucldal efficacy !~sling Jillid_l~s. Vl~c;lda_l efficacy le_sllng ll! p_orlormed In ~l(l<;f adherence (o 
lhi[lse: ~OPs Whlc;h h·ave been constructed lo.cover all espe'cls:of,lhe Y16rldnclµdlng; lnil_ no\ llinlled li::>,•.tecelpl, log0 

In, 1:i'n~ l(a!)klng .of,bJ0!9glqal reagents Including .vlrus·.and 'cell siocks for purposes o.f ldenffOcatrcm, r.d'c:blpt <!hd.iJ~e 
or cl.1emlcal raagei)l1i'1n9lu.dlng cell c,ullllr\3 ,:necU.um comp_qnents, etc. These procedures are designed to document 
ea:ch. step or vlruriidal efficacy testing ·:sllidl.es. Appropriate references to medium, batch number, etc. are 
dqc;!Jn:,il:rited In !he raw data·collecled duilng the course cif each study. 

Addlllonally; each vilucldal...efllcacy l~s.l Is ·!.ls~Jgl)ed !'I 0l'llgue Project Number when the Study Director Initiates the 
·Protopol ror.U1e study. This number'is. usedJor ld!mllficil.lfon of the test culture plates, etc. during the course of the 
lesf. Test culture plates· are also labeled w!lh reference to the test virus, experimental start date, and test product. 
These measur~.s ar~ :iiesiitn'ed ic,i do,c;omen(Jhe ldenlliy of the test system. 

METHOD FORCONlBOL OF BIA.S: N/A 

STUDY ACCEPTANCE CRITERIA 
Only the applicable acceptance. cr{!erla and references for the regulatory agency reviewing the data will be Included 
In the final report • 

. iJ.s, EPA, Health Canada, arid Auslr'!lll.an 'TG/\ $l!bmlsslon 
A. valid .lest requires 1) .thai at ·1east 4 11:i!i to ,of lntedi.vliy ~e re<;p.v:!mi!d fromJhe dried virus control film; 2) that when 
cyloli>idclly Is evident, al least a 3-log reduction In tiler Is ~emonstr,iiltid' bliy9ni:J.lfie ·cyJ~t.9)(lc level; 3) tl)at the cell 
controls.b:e hegaliY;e forlnfec0vi.\y, lf any of the previous requirements are nofniet; th.e te,tm:ay lie rep~~ted under 
the cu'rrenl plofcicof number, Note: An Jirrlc,acJous ·prod4c;I must demonstrate oornplei_te lna·ctlvaUon or tfie vlros <!I 
all dilutions. 

If the test substance falls to meet the test acceptance criteria and the dried virus control falls to meet the control 
acceptance criteria, the study Is considered valid and no repeat testing Is necessary, unless requested by the 
Sponsor. 

If any portion of the protocol Is executed Incorrectly warranting repeat testing, lhe test may be repeated under the 
current protocol number • 

. FINAL REPORT 
Thll report Villi lnqlude, ~ul. hot. ~e limited lo, ldenllRcatlon of the sample ·and' daie received, dates on which the test 
was Initialed and completec.l, lderytlflciitton ·of 1.h·e ~lr.lls strain used and composition or the lnoculum, description of 
cells, medium and r~genls, descrfpll9n or'ltie ineth(!ds eiTiploye:d, :ta~_ulatecl resufls, ~.alo.~lated titers for lnfecllvlty 
11r:~ oY,toto_>dql_ly; and ii: c;on~luslon 11s It relates to the purpose of'llie lest, A draft jeP,,:ii:( ip~.Y ~e rf;qu:e.$\(l~ \)y lhe 
SpQnsor, The final report,wlll be prepared. once lhe·Sponsor has reviewed the draft repo/t'and nollf!~d \he ~tudy 
Director to complete the study. · 

PROTOCOL CHANGES 
If It becomes .. nec.essary to make changes In the approved protoool, the revision and reasons for -change will be 
documented; reported lo the Sponsor and will become a p~rt of the Pl!tmanent Ille for that study. Slmliaiiy, the Sponsor 
will be notified as soon as possible whenever an event oc<:urs that rrtey havi! ·an elf!_!cl on the valldlly of the study. 

TEST SUBSTANCE RETENTION 
Test substance retention shall ·be the responsibility of the Sponsor, Unused lest substance will be discarded 
following study completion unless otherwise requested. 
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RECORD RETENTION 

Study Specific Documents 

All of the original raw data developed excluslvely for 1!11~ stu,dy __ sh~II ~-1:' ~rchlved at ·Acc.~ratus Lab Services for a 
minimum ofllve years for GLP studies or a minimum ofsl~ ,nont!1s for all olh~r studies. fo_llowhtg.(he _stu~y fpmplelion 
date. After this time, the Sponsor (or the Sponsor Represenlallv.e, ffappllcablll) WIii. be cpolacle~f to c;let~rtnf.ne the 
final dlsposlllon. These original data Include, but are not llmlted to, the followlng: 

1. All handwritten raw data for control and test substances Including, but not llmiled to, notebooks, data 
forms and calculations. 

2. Any protocol amendments/deviation nollfjcaUons. 
3. All measured data used In formulallng'the ·11nal report. 
4. Memoranda, speclflcatlons, and other study specific correspondence relatlng to Interpretation and 

evaluation of data, other than those documents contained In the final study report. 
5, Original signed protocol. 
6. Certified copy of the final study report. 
7. Study-specific SOP deviations made during the study. 

Facility Specific Documents 

The following records shall also be archived at Accuratus Lab Services. These documents Include, but are not 
limited to, the following: 

1. SOPs which pertain to the study conducted. 
2. Non study-specific SOP deviations made during the course of this study, which may affect the results 

obtained during this study. 
3. Methods which were used or referenced In the study conducted. 
4. QA reports for each QA Inspection wlth·cpmrn1mts, 
5. Faclllty Records: Temperature Logs • (~mblent, Incubator, etc.), Instrument Logs, Calibration and 

Maintenance Records. 
6. Current curriculum vitae, training records, and Job descriptions for all personnel Involved In the study. 

PROPOSED STATISTICAL METHODS: NIA 
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1. · Annual Book of ASTM Standards, Section 11 Water and Environmental Technology Volume 11.06 Pesllcldes, 
Anllmlcroblals, and Allernatlve Control Agents; Environmental Assessment; Hazardous Substances and OIi Spill 
Rtiifporise, E1063~11, . . . 
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4. U.S. Environmental Protection Agency, Office of Chemical Safely and Pollullon Prevention, Product 
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6. Blackwell, J.H., and J.H.S. Chen. 1970. Effects of various germlctdal chemicals on HEP-2 cell culture and Herpes 
simplex virus. J. AOAQ63:1229-1236. 

7. Health Canada, January,~·oH, Guidance Document - Disinfectant Drugs. 
8. Health Canada, January, 2014. Guidance Document - Safety and Efficacy Requirements for Hard Surface 

Disinfectant Drugs, 
9, Australtan Therapeutic Goods Administration (TGA), February 1998. Guidelines for the Evaluation of Sterilants 

and Disinfectants. 
1 o. Australian Therapeutic Goods Administration (TGA), February 1998. Therapeutic Goods Order No. 54: 

Standard for Disinfectants and Sterllants. 
11. Australian Ther.ape(Jllc Goods Administration (TGA), March 1997. Therapeutic Goods Order No. 64A: 

Amendment to Standard for Disinfectants and Sterllants (TGO 64). 
12. Australian Therapeutic Goods Administration (TGA), July 2006. Draft Guidelines fQr the Evaluation of 

Household/Commerclal and Hospital Grade Disinfectants. 
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STUDY INFORMATION 

•

..... •\f 
J ~-. : ,. . . 

.... , , 
.ACCURATUS 
-LAB SERVICES
THE AIITIMICROBIAL AUTHORITY 

· 'Allbla11k seol/ons am. ,;,i,iillud b , th'e ·s cmsor ors onsot Rl/ fiJt1111/a//lia as ffnlced·to·th1Hr s na/uto· •1711/oss otherwise noted; 
Test Substance Namo LoUBatch Number. 
Pro eotMao& Cheese-GLP-Elflcao Testln e0042-196 • -Balch 2250-08 
Pro eot Mac & Cheese - GLP-Elflcac TesU e0042;190 Balch.2260-09 

Test/fig at the lower certif/ed'//ml( (LC.L) for the har(f~st-to-k/11 virus ori your /aliel Is required for reglstrapon. 

Product Descrlptlon 
@ Quaternary ammonia □ Peracetlc acid 0 Sodium hypochlorlte 
0 lodophor □ Peroxide □·Qlb!ir __ ~-----

Approximate Test Substance Active Concentration (upon submission to Accuratus Lab Services): 
ci.912°1< 

(This value Is usud for neutra/lzallon planning only, This value Is not Intended lo represent charao/erlzal/on values.) 

Storage Conditions 
It! Room Temperature 
o 2-s·c 
D Other _ _______ _ 

Product Preparation 

Hazards 
D None known: Use Standard Precautions 
Jiif Material Safely Data Sheet, Attached for each product 
0 As Follows: _________ _ 

D No dllullon required, U~e as ·recolved (RTU) 
@' •onutlon(~) \o be iested: . . . 9, 1\l,:nL 

. .. .f;5S. L~ . ·d\lnn_ed as fflml + 
(example: 1 oz/gaJlon) ·camounl er le,st s11bstanc,e) 

□ Deionized Water (FIiter or Autoclave Sterilized) 
O Tap Water (FIiler or Autoclave Sterilized) -All tap water is softened; the waler hardness for the batch of tap 

water used will be determined and reported. 
0 AOAC Synthetic Hard Water; 400 PPM 
0 Other _______________ _ 

*Note: An equivalent dffulfon may be made unless otherwise requested by the Sponsor. 

Test Virus: Respiratory syncytlal virus (RSV} 

Exposure Time: 5 minutes 

Exposure Temperature: @ Room temperature (lo be based on regulatory agency of submission) 
□ Other: •c (please specify range) 

Directions for appllcatlon of aerosol/spray products: 
0 Spray Instructions are not applicable. 

Trigger spray application: 
D Spray carriers using 3 sprays, or until thoroughly wet, at a distance of 6 to B inches, 
O Spray carriers using _____ sprays al a distance of _ __ to __ Inches/cm. (circle one) 

Aerosol spray appllcallon: 
D Spray carriers for ___ seconds, or untll lhoroughlywet, at a distance of ___ to __ Inches/cm. 

Organic Soll Load 
□ 1 % fetal bovine serum (minimum level that can be tested) 
@' 5% fetal bovine serum 
D 'dther ____ ~---- ---

Number of Carriers to be Tested 
Ii'! One (lyplcal for U.S. EPA submission) 
D Five (required for broad-spectrum vlrucldal claims for Heallh Canada submission) 

E) o~,k-::,0 ,~ l ~ :i.-<q '\O .;:>..S-~ ~N 
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SPRAY BOTTLES USED IN TESnNG {section only al>)Jllcallle for spray products) 

ACCURATUS 
-LAB SERVICES
·TIIE -~11111.1.rc«ouMl ·,.uiliohllY 

To ensure ·f!llpoctod levels of produc/'are d.el/vered, it ls recommended that the Sponsor provide the spray boWes 
used In tesflng. Please Indicate the desired source of the sprayer botf/es used In testing: 
□ Sprayer(s) and bollle(s) are provided by the Sponsor 
□ General purpose spray bottle(s) are lo be provided by Accuratus Lab Services 
□ The spray nozzle(s) are provided by the Sponsor and general purpose boltle(s) wlll be provided by Accuralus 

Lab Services 

REGULATORY AGENCY/SI THAT MAY REVIEW DATA 
li1J U.S.EPA . . 
□ Heallh Canada 
D Thefapeul19 Goods Administration (Australlan TGA) 
□ Not ilpplfoable - For lnternaVother use only (Efficacy result will be based on U.S. EPA requlremenls) 

COMPLIANCE 
Study to be 'performed under EPA Good Laboratory Practice regulations (40 CFR Part 160) and In accordance to 
standard operating procedures. 
li1JYes 
D No (Non-GLP or Development Study) 

PROTOCOL MODIFiCATIONS· 
□ Approved wilhout·mQdlfica\lorj 
li1I Approved with modfflcaUon . . . 

d ··f o · will be-sllbml t d or S onso 

PROTOCOL ATTACHMENTS 
Supplemental lnformri\lon form Attached· li1l Yes D No 

TEST SUBSTANCE SHIPMENT STATUS 
(This section isforlnfci(lnatlonal purpo/i.e~ prJ.ly,) 
G?J Tf!!st Substance Is already presenrat.Accuratus Lab Services. 
□ Test Substance has been or.wlll be sh!pped to Accuratus Lab Services. 

Date of expected receipt al Accliratus Lab Services:_.,...,...----,--.,.---,--,--,-....,,...---,--,,,..---,,..-~ 
□ Test Substance to be hand-delivered (must arrive by noon at least one day prior to testing or other 

arrangements made w[th the Study director). 

TESTlt,lG FACILIT~(MANAGEMENT V!=RIFICATjON OF 40 CFR PART 160.SUBPART B /160.31/D)) 

Identity, strength, purity, and uniformity, as applicable, of the test lots has been or wlll be completed prior lo efficacy 
testing: 611Yes a No• □ Not required, Non-GLP testing requested 

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulations: W Yes □ No• 

Op!lortal !rj[orinat(on.ro complete as• appllcable: 
G?l 'A Certincate of Analysis (C of 'A) n:uW be provided for each lot of test substance. If provided, the 

C of A wlll be appended to the report. 
G?l Testing has been or will be conducted under protocol or study#: 

REl(01080118.CHR. 1 

Stabllity testing of the formulation has been or will be completed prior to or concurrent with efficacy testing: 
li1l Yes a No• □ Not required, Non-GLP testing r,aquested 

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulations: iJ Yes □ No• 

bptlonal Information to complete as ap·oncablEi: 
·q Tes.ting has be!ln c.ir wlll be conducted under protocol or study#: 

•ff testing Information Is not prov/dad or Is not performed fol/owing GLP regulal/ons, this will be Indicated In the GLP 
compliance statement of the final report. 
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PRO/"RIETARY INFORMATION 

THIS DOCUMENT JS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF A CCU RA TUS 
LAB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE 
REPRODUCED OR D/SCLOSE:D TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE 
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR 
WRITTEN PERMISSION OF ACCURA TUS LAB SERVICES. 

APPROVAL SIGNATURES 

SPONSOR: 

NAME; Ms. Kelly Whitehead TITLE: _ __,_R,,,e,,,se.,.,a"'rc.,,.huA..,,s.,,s.:,;oc,,..la.,,t,,_e __ ~ 

SIGNA,u,,E, a&.~,~ 'ifo, ~ 
PHONE: (201} 476 ~ 7766 EMAIL: keUy;whitehead@rb.coin 

For confldentlallly purposes, study Information w/11 be released only to the sponsor/representative signing the 
protocol (above) unless otherlnd/vlduals am spec/flcal/y authorized In writing to race/Ve study Informal/on. 

Other individuals authorized to receive lnfannatlon regarding this study: 

Accuratus Lab Services: 

NAME:: ___ __._t<)--'""'t;.,._.r~.J;-,..._).,__._...1...M-'~-'-L (.._.Lg=· .,_r ___ _ 
.. 0. study Director 

SIGNATURE: __ 1'0--L.:....:~"-'1---'<rl-/) ~::1{\,--'--'-cb<L.6,..t~r/2.,,_""":,....,;;:___ _____ 
Cl t:Mudy Dlrect;5r 
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